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On September 10, 2012, The Food Safety and Standards Authority of India (FSSAI) issued an
additional clarification on the statutory advisory regarding the issuance of licenses for proprietary foods
without product approval. According to the advisory, a product that has received a State or Central
Department license, but not been approved by the FSSAI should receive a ‘No Objection Certificate
(NOC)’ or be referred to FSSAI’s scientific panel so that the product can comply with Section 22 of the
Food Safety and Standards Act (FSSA), 2006.



General Information:

Introduction:

On September 10, 2012, the Food Safety and Standards Authority of India (FSSAI) issued an additional
clarification on the statutory advisory of August 8 (See GAIN IN2108) regarding the issuance of
licenses for proprietary foods without product approval. According to the advisory, a product that has
received a State or Central Department license, but not been approved by the FSSAI should receive a
‘No Objection Certificate (NOC)’ or be referred to FSSAI’s scientific panel so that the product can
comply with Section 22 of the Food Safety and Standards Act (FSSA), 2006.

In order to facilitate the process, the FSSAI has directed food safety commissioners of all states to
provide a list of such cases. FSSAI will issue ‘No Objection Certificate (NOC)’, and ensure that the
product is approved provided it has a proven safety record. Products without a proven safety record will
be referred to the FSSAI scientific panels/scientific committees for a risk assessment and subsequent
approval.

Note: FSSAI has mandated that all manufacturers/importers/processors must obtain FSSAI approval for
introducing any new product which is not on the approved list of products under Food Safety and
Standards Regulations (FSSR), 2011.

According to section 22 of FSSA, no person shall manufacture, distribute, sell or import any novel food,
genetically modified articles of food, irradiated food, organic foods, foods for special dietary uses,
functional foods, neutraceuticals, health supplements, proprietary foods, or any such other articles of
food without prior Central Government authorization.

This FSSAI notification is available in their website at: FSSAI Notification. The full text of the
notification is also attached below.

For further details on the product approval procedure and licensing, please refer to the following GAIN
reports.

IN2053 |[FSSAI introduces product approval procedure in India

IN2054  |Approval Procedure of proprietary products manufactured or imported products
IN2068 |FSSAI Additional Advisory on Product Approval Procedure

IN2104 |FSSAI Extends Time Period on Renewal of Licenses and Registration

IN2108 |FSSAI releases fresh advisory on product approval procedures



http://gain.fas.usda.gov/Recent%20GAIN%20Publications/FSSAI%20releases%20fresh%20advisory%20on%20product%20approval%20procedures_New%20Delhi_India_8-9-2012.pdf
http://www.fssai.gov.in/Portals/0/Pdf/Advisory%2812-09-2012%29.pdf
http://gain.fas.usda.gov/Recent%20GAIN%20Publications/FSSAI%20introduces%20product%20approval%20procedure%20in%20India_New%20Delhi_India_4-13-2012.pdf
http://gain.fas.usda.gov/Recent%20GAIN%20Publications/Approval%20procedure%20of%20manufactured%20or%20imported%20proprietary%20products%20_New%20Delhi_India_4-13-2012.pdf
http://gain.fas.usda.gov/Recent%20GAIN%20Publications/FSSAI%20Additional%20Advisory%20on%20Product%20Approval%20Procedure_New%20Delhi_India_5-11-2012.pdf
http://gain.fas.usda.gov/Recent%20GAIN%20Publications/FSSAI%20Extends%20Time%20Period%20for%20Renewal%20of%20Licenses%20and%20Registration_New%20Delhi_India_7-31-2012.pdf
http://gain.fas.usda.gov/Recent%20GAIN%20Publications/FSSAI%20releases%20fresh%20advisory%20on%20product%20approval%20procedures_New%20Delhi_India_8-9-2012.pdf

M 13612012 Advisory/ FSS AL
Food Safety and Standards Authorily of India
Ministry of Health & Family Welfare, Govi. of India
FDA Bhawan, Kotla Road
Mew Delhi-1 10002,

Dated the 10" September, 2012,

Subject:- Details of the licenses issued without Product Approval (case
where PA was requested) — Reg,

This is in continuation with the Statutery Advisory fssued on 4.7.2017
regarding issuance of licenzes for propristary foods without product approwal,
The FS5 Act, 2006 stipulates that all manufaclurers/processorsdmparters whao
will be introducing any such new product which is not as per the approved list of
products under FSS Regulations, need to oblain product approval. 1n this regard,
the State Food Safety Commissioner js requested o provide details of sll such
cases where licenses were issued for such products. Cases where licenses were
izsued for such products which were not approved and product approval was
required from Central Authority as per Section 22, may ke sent to FSSAL so that
further action can be taken. All such products will have o be granted provisicnal
MO or referred fo the Panel as per procedure for further aclion, Adfler obtaining
provluct approval, licenses may be jssued by State or Central Dos as per the
praduction capacity/Turnover { as the case may bel. Howewver, 1l the flime
product has not been approved by FSSAL and FBO is working on the MO, the
FBO needs 1o take Central License.  This is necessary gz product is only
provisionally allowed and is nol an approved product and will thus be covered

under section 22,
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